IAC 4/23/08 Medicine[653] Ch13,p.1

CHAPTER 13

STANDARDS OF PRACTICE AND PRINCIPLES OF MEDICAL ETHICS
[Prior to 5/4/88, see 470—135.251 to 470—135.402]

653—13.1(148,272C) Standards of practice—packaging, labeling and records of prescription
drugs dispensed by a physician.

13.1(1) A physician shall dispense a prescription drug only in a container which meets the require-
ments of the Poison Prevention Packaging Act of 1970, 15 U.S.C. ss. 1471-1476 (2001), unless othel
wise requested by the patient, and of Section 502G of the Federal Food, Drug and Cosmetic Act, 2:
U.S.C. ss. 301 et seq. (2001).

13.1(2) A label shall be affixed to a container in which a prescription drug is dispensed by a physi-
cian which shall include:

1. The name and address of the physician.

2. The name of the patient.

3. The date dispensed.

4. The directions for administering the prescription drug and any cautionary statement deemed
appropriate by the physician.

5. The name and strength of the prescription drug in the container.

13.1(3) The provisions of subrules 13.1(1) and 13.1(2) shall not apply to packaged drug samples.

13.1(4) A physician shall keep a record of all prescription drugs dispensed by the physician to a
patient which shall contain the information required by subrule 13.1(2) to be included on the label.
Noting such information on the patient’s chart or record maintained by the physician is sufficient.

This rule is intended to implement lowa Code sections 147.55, 148.6, 272C.3 and 272C.4.

653—13.2(148,150,150A,272C) Standards of practice—appropriate pain managemeiihis

rule establishes standards of practice for the management of acute and chronic pain. The board encou
agesthe use of adjunct therapies such as acupuncture, physical therapy and massage in the treatment
acute and chronic pain. This rule focuses on prescribing and administering controlled substances t
provide relief and eliminate suffering for patients with acute or chronic pain.

1. This rule is intended to encourage appropriate pain management, including the use of con-
trolled substances for the treatment of pain, while stressing the need to establish safeguards to min
mize the potential for substance abuse and drug diversion.

2. The goal of pain management is to treat each patient’s pain in relation to the patient’s overall
health, including physical function and psychological, social and work-related factors. At the end of
life, the goals may shift to palliative care.

3. The board recognizes that pain management, including the use of controlled substances, is a
important part of general medical practice. Unmanaged or inappropriately treated pain impacts pa-
tients’ quality of life, reduces patients’ ability to be productive members of society, and increases pa-
tients’ use of health care services.

4. Physicians should not fear board action for treating pain with controlled substances as long as
the physicians’ prescribing is consistent with appropriate pain management practices. Dosage alone i
not the sole measure of determining whether a physician has complied with appropriate pain manage
ment practices. The board recognizes the complexity of treating patients with chronic pain or a sub-
stance abuse history. Generally, the board is concerned about a pattern of improper pain manageme
or a single occurrence of willful or gross overtreatment or undertreatment of pain.

5. The board recognizes that the undertreatment of pain is a serious public health problem tha
results in decreases in patients’ functional status and quality of life, and that adequate access by pe
tients to proper pain treatment is an important objective of any pain management policy.

6. Inappropriate pain management may include nontreatment, undertreatment, overtreatment
and the continued use of ineffective treatments. Inappropriate pain management is a departure fror
the acceptable standard of practice in lowa and may be grounds for disciplinary action.



Ch 13, p.2 Medicine[653] IAC 4/23/08

13.2(1) Definitions. For the purposes of this rule, the following terms are defined as follows:

“Acute pain” means the normal, predicted physiological response to a noxious chemical, thermal
or mechanical stimulus and typically is associated with invasive procedures, trauma and disease. Gen-
erally, acute pain is self-limited, lasting no more than a few weeks following the initial stimulus.

“Addiction” means a primary, chronic, neurobiologic disease, with genetic, psychosocial, and en-
vironmental factors influencing its development and manifestations. It is characterized by behaviors
thatinclude the following: impaired control over drug use, craving, compulsive use, and continued use
despite harm. Physical dependence and tolerance are normal physiological consequences of extended
opioid therapy for pain and are not the same as addiction.

“Chronic pain” means persistent or episodic pain of a duration or intensity that adversely affects
the functioning or well-being of a patient when (1) no relief or cure for the cause of pain is possible; (2)
no relief or cure for the cause of pain has been found; or (3) relief or cure for the cause of pain through
other medical procedures would adversely affect the well-being of the patient. If pain persists beyond
the anticipated healing period of a few weeks, patients should be thoroughly evaluated for the presence
of chronic pain.

“Pain” means an unpleasant sensory and emotional experience associated with actual or potential
tissue damage or described in terms of such damage. Pain is an individual, multifactorial experience
influenced by culture, previous pain events, beliefs, mood and ability to cope.

“Physical dependencetneans a state of adaptation that is manifested by drug class-specific signs
and symptoms that can be produced by abrupt cessation, rapid dose reduction, decreasing blood level
of the drug, or administration of an antagonist. Physical dependence, by itself, does not equate with
addiction.

“Pseudoaddiction’means an iatrogenic syndrome resulting from the misinterpretation of relief-
seeking behaviors as though they are drug-seeking behaviors that are commonly seen with addiction.
The relief-seeking behaviors resolve upon institution of effective analgesic therapy.

“Substance abusefneans the use of a drug, including alcohol, by the patient in an inappropriate
mannerthat may cause harm to the patient or others, or the use of a drug for an indication other than that
intended by the prescribing clinician. An abuser may or may not be physically dependent on or ad-
dicted to the drug.

“Tolerance” means a physiological state resulting from regular use of a drug in which an increased
dosage is needed to produce a specific effect, or a reduced effect is observed with a constant dose over
time. lerance may or may not be evident during opioid treatment and does not equate with addiction.

“Undertreatment opain” means the failure to properly assess, treat and manage pain or the failure
to appropriately document a sound rationale for not treating pain.

13.2(2) Lawsand egulations governing controlled substancemthing in this rule relieves a phy-
sician from fully complying with applicable federal and state laws and regulations governing con-
trolled substances.

13.2(3) Undertreatment of painThe undertreatment of pain is a departure from the acceptable
standard opractice in lowa. Undertreatment may include a failure to recognize symptoms and signs of
pain, a failure to treat pain within a reasonable amount of time, a failure to allow interventions, e.g.,
analgesia, to become effective before invasive steps are taken, a failure to address pain needs in pa-
tients with reduced cognitive status, a failure to use controlled substances for terminal pain due to the
physician’s concern with addicting the patient, or a failure to use an adequate level of pain manage-
ment.

13.2(4) Assessment and treatment of acute p@ippropriate assessment of the etiology of the
pain is essential to the appropriate treatment of acute pain. Acute pain is not a diagnosis; it is a symp-
tom. Prescribing controlled substances for the treatment of acute pain should be based on clearly diag-
nosed and documented pain. Appropriate management of acute pain should include an assessment of
the mechanism, type and intensity of pain. The patient’s medical record should clearly document a
medical history, a pain history, a clinical examination, a medical diagnosis and a treatment plan.
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13.2(5) Effectivemanagement of chronic paifRrescribing controlled substances for the treatment
of chronic pain should only be accomplished within an established physician-patient relationship and
should be based on clearly diagnosed and documented unrelieved pain. To ensure that chronic pain
properly assessed and treated, a physician who prescribes or administers controlled substances tc
patient for the treatment of chronic pain shall exercise sound clinical judgment and establish an effec-
tive pain management plan in accordance with the following:

a. Patient evaluationA patient evaluation that includes a physical examination and a comprehen-
sive medical history shall be conducted prior to the initiation of treatment. The evaluation shall also in-
clude an assessment of the pain, physical and psychological function, diagnostic studies, previous intel
ventions, including medication history, substance abuse history and any underlying or coexisting
conditions. Consultation/referral to a physician with expertise in pain medicine, addiction medicine or
substance abuse counseling or a physician who specializes in the treatment of the area, system, or org
perceived to be the source of the pain may be warranted depending upon the expertise of the physicic
and the complexity of the presenting patient. Interdisciplinary evaluation is strongly encouraged.

b. Treatmenplan. The physician shall establish a comprehensive treatment plan that tailors drug
therapy to the individual needs of the patient. To ensure proper evaluation of the success of the treal
ment, the plan shall clearly state the objectives of the treatment, for example, pain relief or improved
physical or psychosocial functioning. The treatment plan shall also indicate if any further diagnostic
evaluations or treatments are planned and their purposes. The treatment plan shall also identify an
other treatment modalities and rehabilitation programs utilized. The patient’s short- and long-term
needs for pain relief shall be considered when drug therapy is prescribed. The patient’s ability to re-
quest pain relief as well as the patient setting shall be considered. For example, nursing home patient
are unlikely to have their pain control needs assessed on a regular basis, making prn (on an as-need
basis) drugs less effective than drug therapy prescribed for routine administration that can be supple
mented ifpain is found to be worse. Thatient should receive prescriptions for controlled substances
from a single physician and a single pharmacy whenever possible.

c. Informed consentThe physician shall document discussion of the risks and benefits of con-
trolled substances with the patient or person representing the patient.

d. Periodic review.The physician shall periodically review the course of drug treatment of the
patientand the etiology of the pain. The physician should adjust drug therapy to the individual needs of
each patient. Modification or continuation of drug therapy by the physician shall be dependent upon
evaluation othe patient’s progress toward the objectives established in the treatmerfth@arhysi-
cian shall consider the appropriateness of continuing drug therapy and the use of other treatmer
modalities ifperiodic reviews indicate that the objectives of the treatment plan are not being met or that
there isevidence of diversion or a pattern of substance abuse. Long-term opioid treatment is associate:
with the development of tolerance to its analgesic effects. There is also evidence that opioid treatmen
may paradoxically induce abnormal pain sensitivity, including hyperalgesia and allodynia. Thus, in-
creasing opioid doses may not improve pain control and function.

e. Consultation/referral A specialty consultation may be considered at any time if there is evi-
dence of significant adverse effects or lack of response to the medication. Pain, physical medicine
rehabilitation, general surgery, orthopedics, anesthesiology, psychiatry, neurology, rheumatology,
oncology, addiction medicine, or other consultation may be appropriate. The physician should also
considerconsultation with, or referral to, a physician with expertise in addiction medicine or substance
abuse counseling, if there is evidence of diversion or a pattern of substance abuse. The board encot
ages a multidisciplinary approach to chronic pain management, including the use of adjunct therapie:
such as acupuncture, physical therapy and massage.
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f.  Documentation.The physician shall keep accurate, timely, and complete records that detail
compliance with this subrule, including patient evaluation, diagnostic studies, treatment modalities,
treatment plan, informed consent, periodic review, consultation, and any other relevant information
about the patient’s condition and treatment.

g. Physician-patient agreement#\ physician treating patients with controlled substances or
opiates shall consider establishing physician-patient agreements that specify the rules for medication
use and the consequences for misuse. In preparing an agreement, a physician shall evaluate the case of
each patient on its own merits, taking into account the nature of the risks to the patient and the potential
benefits of treatment.

h. Substance abuse history or comorbid psychiatric disordgratient’s prior history of sub-
stance abuse does not necessarily contraindicate appropriate pain management. However, treatment
of patients with a history of substance abuse or with a comorbid psychiatric disorder may require extra
careand communication with the patient, monitoring, documentation, and consultation with or referral
to an expert in the management of such patients. The board strongly encourages a multidisciplinary
approackor pain management of such patients that incorporates the expertise of other health care pro-
fessionals.

i.  Termination of care.The physician shall consider termination of patient care if there is evi-
dence ohoncompliance with the rules for medication use, drug diversion, or a repeated pattern of sub-
stance abuse.

13.2(6) Pain management for terminal illnesEhe provisions of this subrule apply to patients who
are at the stage in the progression of cancer or other terminal illness when the goal of pain management
is comfort care. When the goal of treatment shifts to comfort care rather than cure of the underlying
condition,the board recognizes that the dosage level of opiates or controlled substances to control pain
may exceed dosages recommended for chronic pain and may come at the expense of patient function.
The determination of such pain management should involve the patient, if possible, and others the pa-
tient has designated for assisting in end-of-life care.

13.2(7) Pain management resourceghe board strongly recommends that physicians consult the
following resources regarding the proper treatment of chymaiic This list is provided for the conve-
nience of licensees, and the publications included are not intended to be incorporated in the rule by
reference.

a. American Academy of Hospice and Palliative Medicine or AAHPM is the American Medical
Association-recognized specialty society of physicians who practice in hospice and palliative medi-
cine inthe United States. The mission of the AAHPM is to enhance the treatment of pain at the end of
life.

b. American Academy of Pain Medicine or AAPM is the American Medical Association-
recognized specialty society of physicians who practice pain medicine in the United States. The mis-
sion ofthe AAPM is to enhance pain medicine practice by promoting a climate conducive to the effec-
tive and efficient practice of pain medicine.

c. American Pain Society or APS is the national chapter of the International Association for the
Study ofPain, an ayanization composed of physicians, nurses, psychologists, scientists and other pro-
fessionals who have an interest in the study and treatment of pain. The mission of the APS is to serve
people in pain by advancing research, education, treatment and professional practice.

d. DEA Policy Statement: Dispensing Controlled Substances for the Treatment of Pain. On Au-
gust 28, 2006, the Drug Enforcement Agency (DEA) issued a policy statement establishing guidelines
for practitioners who dispense controlled substances for the treatment of pain. This policy statement
may be helpful to practitioners who treat pain with controlled substances.

e. Interagency Guideline on Opioid Dosing for Chronic Non-cancer Pain. In March 2007, the
Washington State Agency Medical Directors’ Group published an educational pilot to improve care
and safety of patients with chronic, noncancer pain who are treated with opioids. The guidelines in-
clude opioid dosing recommendations.
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f.  Responsible Opioid Prescribing: A Physician’s Guide. In 2007, in collaboration with author
Scott Fishman, M.D., the Federation of State Medical Boards’ (FSMB) Research and Education
Foundation published a book on responsible opioid prescribing based on the FSMB Model Policy for
the Use of Controlled Substances for the Treatment of Pain.

g. World Health Organization: Pain Relief Ladder. Cancer pain relief and palliative care. Tech-
nical report series 804. Geneva: World Health Organization.

653—13.3(147) Supervision of pharmacists who administer adult immunization#\ physician

may prescribe adult immunizations via written protocol for influenza and pneumococcal vaccines for
administration by an authorized pharmacist if the physician meets these requirements for supervising
the pharmacist.

13.3(1) Definitions.

a. ‘“Authorized pharmacistimeans an lowa-licensed pharmacist who has documented that the
pharmacist has successfully completed an Accreditation Council for Pharmacy Education (ACPE)-
approved continuing pharmaceutical education program on vaccine administration that:

(1) Requires documentation by the pharmacist of current certification in the American Heart As-
sociation or the Red Cross Basic Cardiac Life Support Protocol for health care providers;

(2) Is an evidence-based course that includes study material and hands-on training and technique
for administering vaccines, requires testing with a passing score, complies with current Centers for
Disease Control and Prevention guidelines, and provides instruction and experiential training in the
following content areas:

Standards for immunization practices;

Basic immunology and vaccine protection;
Vaccine-preventable diseases;

Recommended immunization schedules;

Vaccine storage and management;

Informed consent;

Physiology and techniques for vaccine administration;
Pre- and post-vaccine assessment and counseling;
Immunization record management; and

10 Management of adverse events, including identification, appropriate response, documenta-
tion, and reporting.

b. “Vaccine” means a specially prepared antigen which, upon administration to a person, will
result inimmunity and, specifically for the purposes of this rule, shall mean influenza and pneumococ-
cal vaccines.

c. “Written protocol” means a physician’s order for one or more patients that contains, at a mini-
mum, the following:

(1) A statement identifying the individual physician authorized to prescribe drugs and responsible
for the delegation of administration of adult immunizations for influenza and pneumococcus;

(2) A statement identifying the individual authorized pharmacist;

(3) A statement that forbids an authorized pharmacist from delegating the administration of adult
immunizations to anyone other than another authorized pharmacist, a registered pharmacist-intern ur
der the direct personal supervision of the authorized pharmacist, or a registered nurse;

(4) A statement identifying the vaccines that may be administered by an authorized pharmacist,
the dosages, and the route of administration;

(5) A statement identifying the activities an authorized pharmacist shall follow in the course of
administering adult immunizations, including:

1. Procedures for determining if a patient is eligible to receive the vaccine;

2. Procedures for determining the appropriate scheduling and frequency of drug administration
in accordance with applicable guidelines;

CoNoorWNE
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3. Procedures for record keeping and long-term record storage including batch or identification
numbers;

4. Procedures to follow in case of life-threatening reactions; and

5. Procedurefor the pharmacist and patient to follow in case of reactions following administra-
tion;

(6) A statement that describes how the authorized pharmacist shall report the administration of
adult immunizations, within 30 days, to the physician issuing the written protocols and to the patient’s
primarycare physician, if one has been designated by the patient. In case of serious complications, the
authorized pharmacist shall notify the physicians within 24 hours and submit a VAERS report to the
bureau of immunizations, lowa department of public health. (VAERS is the Vaccine Advisory Event
Reporting System.) A serious complication is one that requires further medical or therapeutic inter-
vention to effectively protect the patient from further risk, morbidity, or mortality.

13.3(2) Supervision.A physician who prescribes adult immunizations to an authorized pharmacist
for administration shall adequately supervise that pharmacist. Physician supervision shall be consid-
ered adequate if the delegating physician:

a. Ensures that the authorized pharmacist is prepared as described in subrule 13.3(1), para-
graph“a” ;

b. Provides a written protocol that is updated at least annually;

c. Is available through direct telecommunication for consultation, assistance, and direction, or
provides physician backup to provide these services when the physician supervisor is not available;

d. Is an lowa-licensed physician who has a working relationship with an authorized pharmacist
within the physician’s local provider service area.

13.3(3) Administration of other adult immunizations by pharmacistphysician may prescribe,
for an individual patient by prescription or medication order, other adult immunizations to be adminis-
tered by an authorized pharmacist.

This rule is intended to implement lowa Code sections 147.76 and 272C.3.

653—13.4(147) Supervision of pharmacists engaged in collaborative drug therapy manage-
ment. A supervising physician may only delegate aspects of drug therapy management to an autho-
rized pharmacist pursuant to a written protocol with a pharmacist pursuant to the requirements of this
rule. The physician is considered the supervisor and retains the ultimate responsibility for the care of
the patient. The authorized pharmacist retains full responsibility for proper execution of pharmacy
practice.

13.4(1) Definitions.

“Authorized pharmacist'means an lowa-licensed pharmacist who meets the training requirements
of the lowa board of pharmacy (IBP) as specified in the drug therapy management criteria in
657—8.34(155A).

“Board” means the board of medicine of the state of lowa.

“Collaborative drug therapy managementiieans participation by a physician and an authorized
pharmacist in the management of drug therapy pursuant to a written community practice protocol or a
written hospital practice protocol.

“Collaborative practice” means that a physician may delegate aspects of drug therapy manage-
ment for the physician’s patients to an authorized pharmacist through a written community practice
protocol. “Collaborative practice” also means that a P&T committee may authorize hospital pharma-
cists to perform drug therapy management for inpatients and the hospital’s clinic patients through a
hospitalpractice protocol when the clinic and the pharmacist are under the direct authority of the hospi-
tal's P&T committee.
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“Community practice protocol'means a written, executed agreement entered into voluntarily be-
tween a physician and an authorized pharmacist establishing drug therapy management for one ¢
more ofthe physician’s patients residing in a community setting. A community practice protocol shall
comply with the requirements of subrule 13.4(2).

“Community setting’means a location outside a hospital inpatient, acute care setting or a hospital
clinic setting. A community setting may include, but is not limited to, a home, group home, assisted
living facility, correctional facility, hospice, or long-term care facility.

“Hospital clinic” means an outpatient care clinic operated and affiliated with a hospital and under
the direct authority of the hospital’s P&T committee.

“Hospital pharmacist”means an lowa-licensed pharmacist who meets the requirements for partic-
ipating in a hospital practice protocol as determined by the hospital’s P&T committee.

“Hospital practice protocol’means a written plan, policy, procedure, or agreement that authorizes
drug therapy management between physicians and hospital pharmacists within a hospital and its clin
ics as developed and determined by its P&T committee. Such a protocol may apply to all physicians
and hospital pharmacists at a hospital or the hospital’s clinics under the direct authority of the hospital’s
P&T committee or only to those physicians and pharmacists who are specifically recognized. A hospi-
tal practice protocol shall comply with the requirements of subrule 13.4(3).

“IBP” means the lowa board of pharmacy.

“P&T committee” means a committee of the hospital composed of physicians, pharmacists, and
other health professionals that evaluates the clinical use of drugs within the hospital, develops policies
for managing drug use and administration in the hospital, and manages the hospital drug formulary
system.

“Physician” means a person who is currently licensed in lowa to practice medicine and surgery,
osteopathienedicine and sgery, or osteopathy. physician who executes a written protocol with an
authorized pharmacist shall supervise the pharmacist’s activities involved in the overall managemen
of patients receiving medications or disease management services under the protocol. The physicia
may delegate only drug therapies that are in areas common to the physician’s practice.

“Therapeuticinterchange”’means an authorized exchange of therapeutic alternate drug products in
accordance with a previously established and approved written protocol.

13.4(2) Community practice protocol.

a. A physician shall engage in collaborative drug therapy management with a pharmacist only
under a written protocol that is identified by topic and has been submitted to the IBP or a committee
authorized by the IBP. A protocol executed after July 1, 2008, will no longer be required to be sub-
mitted to the IBP; however, written protocols executed or renewed after July 1, 2008, shall be made
available upon request of the board or the IBP.

b. The community practice protocol shall include:

(1) The name, signature, date and contact information for each authorized pharmacist who is a
party tothe protocol and is eligible to manage the drug therapy of a particular patient. If more than one
authorizedpharmacist is a party to the agreement, the pharmacists shall work for a single licensed phar-
macy and a principal pharmacist shall be designated in the protocol.

(2) The name, signature, date and contact information for each physician who may prescribe
drugs and is responsible for supervising a patient’s drug therapy managemepttysitian who ini-
tiates a protocol shall be considered the main caregiver for the patient respective to that protocol ant
shall be noted in the protocol as the principal physician.

(3) The name and contact information of the principal physician and the principal authorized
pharmacist who are responsible for development, training, administration, and agslitgnce of the
protocol.
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(4) A detailed written protocol pursuant to which the authorized pharmacist will base drug therapy
management decisions for patients. The protocol shall authorize one or more of the following:

1. Prescriptiordrug orders. The protocol may authorize therapeutic interchange or modification
of drug dosages based on symptoms or laboratory or physical findings defined in the protocol. The
protocol shall include information specific to the dosage, frequency, duration and route of administra-
tion of the drug authorized by the patient’s physician. The protocol shall not authorize the pharmacist
to change a Schedule Il drug or initiate a drug not included in the established protocol.

2. Laboratorytests. The protocol may authorize the pharmacist to obtain or conduct specific lab-
oratory tests as long as the tests relate directly to the drug therapy management.

3. Physical findings. The protocol may authorize the pharmacist to check certain physical find-
ings, e.g., vital signs, oximetry, or peak flows, that enable the pharmacist to assess and adjust the drug
therapydetect adverse drug reactions or determine if the patient should be referred back to the patient's
physician for follow-up.

4. Patientctivities. The protocol may authorize the pharmacist to monitor specific patient activ-
ities.

(5) Procedures for the physician to secure the patient’s written consent. If the physician does not
securethe patient’s written consent, the pharmacist shall secure such and notify the patient’s physician
within 24 hours.

(6) Circumstances that shall cause the pharmacist to initiate communication with the physician,
includingbut not limited to the need for new prescription orders and reports of the patient’s therapeutic
response or adverse reaction.

(7) A detailed statement identifying the specific drugs, laboratory tests and physical findings upon
which the pharmacist shall base drug therapy management decisions.

(8) A provision for the collaborative drug therapy protocol to be reviewed, updated and reex-
ecuted or discontinued at least every two years.

(9) A description of the method the pharmacist shall use to document the pharmacist's decisions or
recommendations for the physician.

(10) A description of the types of reports the physician requires the pharmacist to provide and the
schedule byvhich the pharmacist is to submit these reports. The schedule shall include a time frame in
which a pharmacist shall report any adverse reaction to the physician.

(11) A statement of the medication categories and the type of initiation and modification of drug
therapy that the physician authorizes the pharmacist to perform.

(12) A description of the procedures or plan that the pharmacist shall follow if the pharmacist modi-
fies a drug therapy.

(13) Procedures for record keeping, record sharing and long-term record storage.

(14) Procedures to follow in emergency situations.

(15) A statement that prohibits the pharmacist from delegating drug therapy management to any-
one other than another authorized pharmacist who has signed the applicable protocol.

(16) A statement that prohibits a physician from delegating collaborative drug therapy manage-
ment to any unlicensed or licensed person other than another physician or authorized pharmacist.

(17) A description of the mechanism for the pharmacist and physician to communicate with each
other and for documentation by the pharmacist of the implementation of collaborative drug therapy.

c. Collaborativedrug therapy management is valid only when initiated by a written protocol exe-
cuted by at least the patient’s physician and one authorized pharmacist.

d. A collaborative drug therapy management protocol must be filed with the IBP, kept on file in
the pharmacy and made available to the board or IBP upon request. A protocol executed after July 1,
2008, will no longer be required to be submitted to the IBP; however, written protocols executed or
renewed after July 1, 2008, shall be made available upon request of the board or the IBP.
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e. A physician may terminate or amend the collaborative drug therapy management protocol
with an authorized pharmacist if the physician notifies, in writing, the pharnaacighe IBP. Notifi-
cationshall include the name of the authorized pharmacist, the desired change, and the proposed effe
tive date of the change. After July 1, 2008, the physician shall no longer be required to notify the IBP of
changes in the protocol.

f.  Patient consent for community practice protocdlse physician or pharmacist who initiates a
protocolwith a patient is responsible for securing a patient’s written consent to participate in drug ther-
apy management and for transmitting a copy of the consent to the other party within 24 hours. The
consent shall indicate which protocol is involved. Any variation in the protocol for a specific patient
needs to beommunicated to the other party at the time of securing the patient’s consent. The patient’s
physician shall maintain the patient consent in the patient’s medical record.

13.4(3) Hospital practice protocol.

a. A hospital's P&T committee shall determine the scope and extent of collaborative drug thera-
py management practices that may be conducted by its hospital pharmacists in the hospital and its clir
ics. Hospital clinics are restricted to outpatient care clinics operated and affiliated with a hospital and
under the direct authority of the hospital’'s P&T committee.

b. Collaborative drug therapy management within a hospital setting or the hospital’s clinic set-
ting is valid only when approved by the hospital’s P&T committee.

c. The hospital practice protocol shall include:

(1) The names or groups of physicians and pharmacists who are authorized by the P&T committee
to participate in collaborative drug therapy management.

(2) A plan for development, training, administration, and quality assurance of the protocol.

(3) A detailed written protocol pursuant to which the hospital pharmacist shall base drug therapy
management decisions for patients. The protocol shall authorize one or more of the following:

1. Medicationorders and prescription drug orders. The protocol may authorize therapeutic inter-
change or modification of drug dosages based on symptoms or laboratory or physical findings definec
in the protocol. The protocol shall include information specific to the dosage, frequency, duration and
route of administration of the drug authorized by the physician. The protocol shall not authorize the
hospitalpharmacist to change a Schedule Il drug or initiate a drug not included in the established proto-
col.

2. Laboratory tests. The protocol may authorize the hospital pharmacist to obtain or speduct
cific laboratory tests as long as the tests relate directly to the drug therapy management.

3. Physical findings. The protocol may authorize the hospital pharmacist to check certain physi-
cal findings, e.g., vital signs, oximetry, or peak flows, that enable the pharmacist to assess and adjus
the drug therapy, detect adverse drug reactions or determine if the patient should be referred back to tf
physician for follow-up.

(4) Circumstances that shall cause the hospital pharmacist to initiate communication with the pa-
tient’s physician, including but néimited to the need for new medication orders and prescription drug
orders and reports of a patient’s therapeutic response or adverse reaction.

(5) A statement of the medication categories and the type of initiation and modification of drug
therapy that the protocol authorizes the hospital pharmacist to perform.

(6) A description of the procedures or plan that the hospital pharmacist shall follow if the hospital
pharmacist modifies a drug therapy.

(7) A description of the mechanism for the hospital pharmacist and the patient's physician to com-
municateand for the hospital pharmacist to document implementation of the collaborative drug thera-

py.
This rule is intended to implement lowa Code chapters 148, 150 and 150A.



Ch 13, p.10 Medicine[653] IAC 5/24/06, 4/23/08

653—13.5(147,148,150) Standards of practice—chelation therapyChelation therapy or di-
sodium ethylene diamine tetra acetic acid (EDTA) may only be used for the treatment of heavy metal
poisoning or in the clinical setting when a licensee experienced in clinical investigations conducts a
carefully controlled clinical investigation of its effectiveness in treating other diseases or romalical
ditions under a research protocol that has been approved by an institutional review board of the
University of lowa or Des Moines University—Osteopathic Medical Center.

This rule is intended to implement lowa Code chapters 147, 148, and 150.

653—13.6(79GA,HF726) Standards of practice—automated dispensing systemsphysician
who dispenses prescription drugs via an automated dispensing system or a dispensing system that em-
ploys technology may delegate nonjudgmental dispensing functions to staff assistants in the absence
of a pharmacist or physician provided that the physician utilizes an internal quality control assurance
plan that ensures that the medication dispensed is the medication that was prescribed. The physician
shall bephysically present to determine the accuracy and completeness of any medication that is recon-
stituted prior to dispensing.

13.6(1) An internal quality control assurance plan shall include the following elements:

a. The name of the physician responsible for the internal quality assurance plan and testing;

b. Methods that the dispensing system employs, e.g., bar coding, to ensure the accuracy of the
patient’s name and medication, dosage, directions and amount of medication prescribed;

c. Standardshat the physician expects to be met to ensure the accuracy of the dispensing system
and the training and qualifications of staff members assigned to dispense via the dispensing system;

d. The procedures utilized to ensure that the physician(s) dispensing via the automated system
provide(s) patients counseling regarding the prescription drugs being dispensed;

e. Staff training and qualifications for dispensing via the dispensing system;

f.  Alist of staff members who meet the qualifications and who are assigned to dispense via the
dispensing system;

g. A plan for testing the dispensing system and each staff member assigned to dispense via the
dispensing system;

h. The results of testing that show compliance with the standards prior to implementation of the
dispensing system and prior to approval of each staff member to dispense via the dispensing system;

i. A plan for interval testing of the accuracy of dispensing, at least annually; and

j. A plan for addressing inaccuracies, including discontinuing dispensing until the accuracy lev-
el can be reattained.

13.6(2) Thosedispensing systems already in place shall show evidence of a plan and testing within
two months of August 31, 2001.

13.6(3) The internal quality control assurance plan shall be submitted to the board of medicine
upon request.

Thisrule is intended to implement lowa Code section 147.107 and 2001 lowa Acts, House File 726,
section 5(10), paragraph”

653—13.7(147,148,272C) Standards of practice—office practices.

13.7(1) Termination of the physician-patient relationshig\ physician may choose whom to
serve. Having undertaken the care patient, the physician may not neglect the patient. A physician
shall provide a patient written notice of the termination of the physician-patient relationship. A physi-
cian shall ensure that emergency medical care is available to the patient during the 30-day period fol-
lowing notice of the termination of the physician-patient relationship.

13.7(2) Patient referrals. A physician shall not pay or receive compensation for patient referrals.

13.7(3) Confidentiality. A physician shall maintain the confidentiality of all patient information
obtained in the practice of medicine. Information shall be divulged by the physician when authorized
by law or the patient or when required for patient care.
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13.7(4) Sexual conductlt is unprofessional and unethical conduct, and is grounds for disciplinary
action, for a physician to engage in conduct which violates the following prohibitions:

a. Inthe course of providing medical care, a physician shall not engage in contact, touching, or
comments of a sexual nature with a patient, or with the patient’s parent or guardian if the patient is a
minor.

b. A physician shall not engage in any sexual conduct with a patient when that conduct occurs
concurrent with the physician-patient relationship, regardless of whether the patient consents to tha
conduct.

c. A physician shall not engage in any sexual conduct with a former patient unless the physician-
patient relationship was completely terminated before the sexual conduct occurred. In considering
whether that relationship was completely terminated, the board will consider the duration of the
physician-patient relationship, the nature of the medical services provided, the lapse of time since the
physician-patient relationship ended, the degree of dependence in the physician-patient relationship
and the extent to which the physician used or exploited the trust, knowledge, emotions, or influence
derived from the physician-patient relationship.

d. A psychiatrist, or a physician who provides mental health counseling to a patient, shall never
engage in any sexual conduct with a current or former patient, or with that patient’s parent or guardiar
if the patient was a minor, regardless of whether the patient consents to that conduct.

13.7(5) Disruptive behavior.A physician shall not engage in disruptive behavior. Disruptive be-
havior isdefined as a pattern of contentious, threatening, or intractable behavior that interferes with, or
has the potential to interfere with, patient care or the effective functioning of health care staff.

13.7(6) Sexual harassmentA physician shall not engage in sexual harassment. Sexual harass-
ment is defined as verbal or physical conduct of a sexual nature which interferes with another healtt
care worker’s performance or creates an intimidating, hostile or offensive work environment.

13.7(7) Transfer oimedical ecords. A physician must provide a copy of all medical records gener-
ated by the physician in a timely manner to the patient or another physician designated by the patient
upon written request when legally requested to do so by the subject patient or by a legally designate:
representative of the subject patient, except as otherwise required or permitted by law.

13.7(8) Retention of medical recordS.he following paragraphs become effective on January 1,
2004.

a. A physician shall retain all medical records, not appropriately transferred to another physician
or entity, for at least seven years from the last date of service for each patient, except as otherwise re
quired by law.

b. A physician must retain all medical records of minor patients, not appropriately transferred to
another physician or entity, for a period consistent with that established by lowa Code section 614.8.

c. Upon aphysician’s death or retirement, the sale of a medical practice or a physician’s departure
from the physician’s medical practice:

(1) The physician or the physician’s representative must ensure that all medical records are trans
ferred to another physician or entity that is held to the same standards of confidentiality and agrees t«
act as custodian of the records.

(2) The physician shall notify all active patients that their records will be transferred to another
physician oentity that will retain custody of their records and that, at their written request, the records
will be sent to the physician or entity of the patient’s choice.

653—13.8and13.9 Reserved.

653—13.10(17A,147,148,272C) Waiver or variance prohibited. Renumbered as 653—
13.21(17A,147,148,272C), 1AB 12/24/03, effective 1/28/04.

653—13.11t0 13.19 Reserved.
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653—13.20(147,148,150) Principles of medical ethicEhe Code of Medical Ethics (2002-2003)
prepared and approved by the American Medical Associatidrihe Code of Ethics (2002-2003) pre-
paredand approved by the American Osteopathic Association shall be utilized by the board as guiding
principles in the practice of medicine and surgery, osteopathic medicine and andyesteopathy in

this state.

13.20(1) Conflict ofinterest. A physician should not provide medical services under terms or con-
ditions which tend to interfere with or impair the free and complete exercise of the physician’s medical
judgment and skill or tend to cause a deterioration of the quality of medical care.

13.20(2) Fees. Any fee charged by a physician shall be reasonable.

653—13.21(17A,147,148,272C) Waiver or variance prohibitedRules in this chapter are not sub-
ject to waiver or variance pursuant to 653—Chapter 3 or any other provision of law.
[Filed 2/5/79, Notice 11/29/78—published 2/21/79, effective 3/29/79]
[Filed 3/13/81, Notice 1/7/81—published 4/1/81, effective 5/6/81]
[Filed emergency 4/15/88—published 5/4/88, effective 4/15/88]
[Filed 5/11/90, Notice 3/7/90—published 5/30/90, effective 6/6/90]
[Filed 3/22/96, Notice 9/27/95—published 4/10/96, effective 6/15/96*]
[Filed 11/22/96, Notice 8/28/96—published 12/18/96, effective 1/22/97]
[Filed 5/2/97, Notice 3/26/97—published 5/21/97, effective 6/25/97]
[Filed 11/7/00, Notice 4/19/00—published 11/29/00, effective 1/3/01]
[Filed 12/1/00, Notice 10/18/00—published 12/27/00, effective 1/31/01]
[Filed 2/16/01, Notice 12/27/00—published 3/7/01, effective 4/11/01]
[Filed emergency 8/31/01 after Notice 7/25/01—published 9/19/01, effective 8/31/01]
[Filed 2/14/02, Notice 1/9/02—published 3/6/02, effective 4/10/02]
[Filed 6/6/02, Notice 5/1/02—published 6/26/02, effective 7/31/02]
[Filed 1/3/03, Notice 11/27/02—published 1/22/03, effective 2/26/03]
[Filed 12/4/03, Notice 8/20/03—published 12/24/03, effective 1/28/04]
[Filed 5/20/04, Notice 4/14/04—published 6/9/04, effective 7/14/04]
[Filed 5/3/06, Notice 2/15/06—published 5/24/06, effective 10/1/06]
[Filed 6/28/07, Notice 5/9/07—published 8/1/07, effective 9/5/07]
[Filed 4/3/08, Notice 2/13/08—published 4/23/08, effective 5/28/08]

*Effective date of 13.2(148,272C) delayed 70 days by the Administrative Rules Review Committee at its meeting held May 14, 1996



